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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1 .1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 8/15/2007 has been entered. 

Claims 2, 3, 8-10, 17, 29 and 30 are currently pending in the application and are 
addressed herein. 

Any rejections not reiterated in this action have been withdrawn as being obviated by the 
amendment of the claims and/or applicant's arguments. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 2 and 3 are rejected under 35 U.S.C. 102(b) based upon a public use or sale of the 
invention. 

Claim 2 recites, "An isolated nucleic acid comprising a nucleotide sequence selected 
from the group consisting of. . (Emphasis Added). Given the broadest reasonable 
interpretation, the phrase "a nucleotide sequence selected from the group consisting of can be 
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interpreted as encompassing any nucleotide sequence that is selected from the group of 
nucleotide sequences indicated in (i)-(iv), including any nucleotide sequence that is a fragment of 
any sequence indicated in (i)-(iv). In other words, since "a nucleotide sequence" is properly 
interpreted as "any nucleotide sequence" the claims encompass any nucleotide sequence taken 
from the group consisting of (v)-(iv), including any partial nucleotide sequence, such as a 
fragment of any one of (i)-(iv). Therefore, the claims encompass any nucleotide sequence that 
has at least two consecutive nucleotides of SEQ ID No. 1 or SEQ ID No. 4 or their antisense 
strands. Random hexanucleotides were available for sale as early as 1997 (see 1997 Boehringer 
Mannheim Catalog, page 95, previously of record). The hexanucleotide mix available 
comprised, "mixture of hexamer nucleotides of all possible sequences for random primed DNA 
labeling." Therefore, there existed within the hexanucleotide mix at least one nucleotide 
sequence that has at least two consecutive nucleotides of SEQ ID No. 1 or SEQ ID No. 4 or their 
antisense strands. Claim 3 encompasses the nucleotide sequence of claim 2; therefore, they are 
rejected for the same reason. 

3. Claims 2 and 3 are rejected under 35 U.S.C. 102(b) as being anticipated by Mierendorf et 
al. (U.S. patent 5,629,179; previously of record). 

Mierendorf et al. teaches a method and kit for making a cDNA library wherein the kit 
comprises random octamer oligonucleotides over every possible sequence (see column 7, line 
59-column 8, line 6). As mentioned above, Claim 2 recites, "An isolated nucleic acid 
comprising a nucleotide sequence selected from the group consisting of. . ." (Emphasis 
Added), and encompass any nucleotide sequence that has at least two consecutive nucleotides of 
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SEQ ID No. 1 or SEQ ID No. 4 or their antisense strands. Mierendorf et al. teaches a kit 
comprising every possible octamer oligonucleotide. Therefore, the kit taught by Mierendorf et 
al. includes 8mer (i.e. octamer) oligonucleotides which have at least two consecutive nucleotides 
of SEQ ID No. 1 or SEQ ID No. 4 or their antisense strands. 



Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 8-10, 29 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

6. The instant claims are drawn to a recombinant DNA vector molecule which comprises a 
nucleic acid according to claim 2 wherein said DNA vector molecule expresses protein pKe#122 
in a prokaryotic or eukaryotic cell. It is noted that the claim does not limit protein pKe#122 to 
any specific sequence. It is also pointed out that the specification specifically describes the 
pKe#122 protein as follows: 

Protein pKe#122 and the polypeptides related thereto, i.e., to the amino 
acid sequence indicated in the SEQ ID NO:2 sequence protocol or SEQ ID NO:3 
sequence protocol, specifically the polypeptides that can be derived through substitution, 
deletion, insertion and/or inversion from one of these amino acid sequences according to 
SEQ ID NO:2 or SEQ ID NO:3, or that have an amino acid sequence resulting from a 
splice variant of an mRNA, which is identical or complementary to the nucleotide 
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sequence indicated in the SEQ ID NO:I sequence protocol or the SEQ ID NO:4 
sequence protocol, or to a partial sequence of these nucleotide sequences, or at least 
hybridized, offer numerous applications in the area of dermatological research and 
development. 

Furthermore, as indicated above, claim 2 encompasses any nucleic acid sequence, 
including any fragment of SEQ ID NO: 1, SEQ ID NO: 4, antisense strands thereof, etc. 
Therefore, the instant claims encompass an enormous number of different nucleic acid sequences 
that can encode pKe#122 protein given the broad description of "pKe#122 protein" is intended to 
encompass, as indicated in the specification. However, the specification has only disclosed the 
protein named pKe#122, which is encoded by SEQ ID No. 1 or SEQ ID No. 4. Thus, applicant 
has express possession of only two species (SEQ ID No. 1 and SEQ ID No. 4) in a genus which 
comprises possibly hundreds of millions of different possibilities. The written description 
guidelines note regarding such genus/species situations that "Satisfactory disclosure of a 
"representative number" depends on whether one of skill in the art would recognize that the 
applicant was in possession of the necessary common attributes or features of the elements 
possessed by the members of the genus in view of the species disclosed." (See: Federal Register: 
December 21, 1999 (Volume 64, Number 244), revised guidelines for written description.) 

It is noted that in Fiers v. Sueano (25 USPQ2d, 1601), the Fed. Cir. concluded that 
"...if inventor is unable to envision detailed chemical structure of DNA sequence coding 
for specific protein, as well as method of obtaining it, then conception is not 
achieved until reduction to practice has occurred, that is, until after gene has been 
isolated... conception of any chemical substance, requires definition of that substance 
other than by its functional utility." 

In the instant application, only the sequences of the disclosed SEQ ID Nos. are described. Also, 
in Vas-Cath Inc. v. Mahurkar (19 USPQ2d 1111, CAFC 1991), it was concluded that: 



"...applicant must also convey, with reasonable clarity to those skilled in art, that 
applicant, as of filing date sought, was in possession of invention, with invention 
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being, for purposes of "written description" inquiry, whatever is presently claimed." 

Claim Objections 

1. Claim 3 is objected to under 37 CFR 1 .75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. Claim 3 is drawn to the isolated nucleic acid of claim 2 wherein 
the nucleic acid is obtained by natural, synthetic or semi-synthetic source. This fails to limit 
claim 2 because there is no other possible source from which the nucleic acid could be obtained. 

8. Claims 17 and 30 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Miscellaneous 

Applicants are asked to review the oath/declaration of the instant application which lists 
the inventors as Kramer, Bechtel, Reinartz, Schaefer and Wallich and compare this to those 
listed as the inventors of PCT/DE99/02865 (published as WO 00017232) which appears to be 
Bechtel, Reinartz, Schaefer and Wallich. It is noted that the instant case is the national stage 
filing (i.e., 371 filing) of the indicated PCT and it is unclear why Kramer is now listed as an 
inventor but was not previously identified as such in the PCT. Applicants should clarify the 
correct inventors and take the appropriate steps to correct the discrepancy. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. Eric Angell whose telephone number is 571-272-0756. The 
examiner can normally be reached on Monday-Thursday 8:00 a.m.-6:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Douglas Schultz can be reached on 571-272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

//. E. Angell/ 
Primary Examiner 
Art Unit 1635 



